King, Valerie A. 


From: 

King, Valerie A. 

Sent: 

Monday, August 05, 2002 1:53 PM 

To: 

'Presting, Ortrun' 

Cc: 

Oey, Jan; Roethig, Hans 

Subject: 

RE: EH C J Ll/03/02-AC CO R D Menthol 

Sensitivity: 

Confidential 

Ortrun: 



Please note that there a couple of minor changes to the 1C (per my 7/18 e-mail) that were not captured in this draft. They 
are: 

Page 3: Third to last paragraph, last sentence: Change to read: One group will be allowed to smoke the study cigarettes 
(ACCORD JLI Menthol) using the special lighter that allows you to get up to 8 puffs per cigarette. 

Page 5 - Third paragraph, last sentence: Change to read, "You will be allowed to smoke a maximum number + 20% of 
cigarettes that you reported in your smoking history at Screening up to a maximum number of 30 cigarettes per day. 1 ' 

Page 7 - 2nd paragraph, second sentence: Delete, "about the results and ensure that you are treated properly" 

Page 8 - 1st paragraph, line 2 - Change “Your Principal Investigator" to "The Prinicipal Investigator" 

In addition to those changes above, on page 8 in the last section (Who do I call if,..), I think that "research doctor" should 
be changed to "Principal Investigator" for consistency with the rest ot the 1C. Also, shouldn't the Medstar IRB reference be 
replaced with the Chesapeake IRB information? 

Please let me know if you have questions about any of the above changes. Please send us a revised version once 
complete. 

Thanks, 

Valerie 

.Original Message. 

From: Presting, Ortrun [SMTP:Ortrun.Presting@parexel.com) 

Sent: Monday, August 05,2002 12:48 PM 

To: 'Hans-Juergen.Roethig@pmusa.com'; Presting, Ortrun 

Cc: Jan.Oey@pmusa.com; Valerie.A.King@pmusa.com 

Subject: RE: EHCJLI/03/02-ACCORD Menthol 

Sensitivity: Confidential 

Dear Kans, 

Attached please find the revised ICF. Also, please fax me a signed protocol signature page for submission purposes 
tomorrow. Valerie, can you please send me the original overnight? We will need something for submission tomorrow. 

Thank you, 

Ortrun 


.Original Message— 

From: Hans-Juergen.Roethig@pmusa.com 
[ <mailto:Hans-Juerqen.Roethiq@pmusa.com>) 

Sent: Monday, August 05, 2002 12:41 PM 
To: Ortrun.Presting@parexel.com 
Cc: Jan.Oey@pmusa.com; Valerie.A.King@pmusa.com 
Subject: FW: EHCJLI/03/02-ACCORD Menthol 
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PM3006787674 

Source: https://www.industrydocuments.ucsf.edu/docs/xmmx0001 







Sensitivity: Confidential 


Dear Ortrun, 

here is the revised protocol for the ACCORD JLI Menthol study. Please use 
also the comments Jan sent you for revising the Informed Consent. Please 
send us a copy of the 1C, once you revised it. 

Best regards 

Hans J Roethig, MD, PhD, FCP, FFPM 

Director Clinical Evaluation 

Philip Morris USA 

615 Maury Street 

Richmond, VA 23224 

Phone:(804)274-3165 

Fax; (804) 274-2891 

Mobile phone: (804) 687-1655 

e-mail: hans-juergen.roethig@PMUSA.com 

-Original Message— 

From: Michael Szwanek (402)437-4880 f <mailtQ:Michael.Szwanek@mdsps.com>1 
Sent: Monday, August 05, 2002 12:40 PM 
To: Hans-Juergen.Roethig@pmusa.com 

Cc: jan.oey@pmusa.com; Kimberly Prchal; Robert Earl; Kirk Newland 
Subject: EHCJLI/03/02-ACCORD Menthol 
Sensitivity: Confidential 


Hans, 

Attached is the protocol and Selected Attachments dated August 5, 2002 for 
EHGJLI/03/02-ACCORD Menthol study to be conducted by PAREXEL. I have 
incorporated all of Amendment One changes into this version of the protocol 
so 

Amendment One is no longer valid or required. In addition I revised the IRB 
to 

Chesapeake Research Review, Inc. Another additional change was made for 
urine 

collection for 3-HPMA and NNAL and NNAL-glucuronide. We will now collect 
these 

samples in HDPE as it has been determine that silanized glass is no longer 
required. 

Thanks, 

Michael F. Szwanek, Pharm D., MBA 

Senior Scientist, Study Design & Protocol Development 

MDS Pharma Services - Lincoln, NE 

michael.szwanek@mdsps.com 

(402) 437-4880 
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